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materials preparation

Purpose

Materials required for specified procedures may be prepared and assembled in advance and stored to ensure all the necessary materials are available for use as and when required. 

Scope

Materials may be prepared in advance for product specific processing or cryopreservation procedures. 

Responsibilities

· Trained (Insert manufacturer’s name) personnel are responsible for preparing materials for specific procedures.

· (Insert manufacturer’s name) personnel using prepared materials for processing are responsible for checking that the materials in the pack are within their expiry dates. 
Procedure

1. For material preparation, don a new clean pair of gloves and a new clean gown.

2. Assemble and prepare materials in the (Insert name of support laboratory/room).

3. Prepare materials required for a specified procedure according to the instructions for that procedure.
4. Record the batch/lot numbers and expiry dates of the materials. Record the information by hand on the procedure form, or on the relevant pack form, or record electronically using the (Insert labelling software name) software application and generate a materials data label.
5. Sign/initial the information recorded on the form or label. 

6. Wipe each item with a clean wipe sprayed with (Insert appropriate cleaning agent e.g. 1% Virkon) prior to placing it in a suitably sized bag.

7. For packs: 

· identify the shortest expiry date for the prepared materials and attach a label stating this expiry date to the outside of the bag 

· put the form and the materials data label (if one has been generated) in a document sleeve and place in the bag with the materials 
· secure the bag with tape.

8. For packs prepared immediately before use (e.g. for bone marrow collection), put the form with the other documents for the procedure.

9. Store the prepared pack/container in the allocated location in the (Insert name of support laboratory/room and location). 

Records

Store the forms recording details of the prepared materials in the record file for the product for which they were used.  

FORMs

Insert manufacturer’s Product Pack Forms
Procedure History

	Revision
	Date
	Modification
	Approved By
	Implemented

	1.0
	(Insert date)
	Originally drafted by (Insert name) 
	(Insert name)
	(Insert date)

	2.0
	(Insert date)
	Revised by (Insert name & description of changes)
	(Insert name)
	(Insert date)


Author: (Insert author’s name)
Revision: (Insert revision name)
Owner: (Insert document owner’s name)
Page 1 of 1 Updated Sept 2019
Active Date: (Insert active date)

